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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
September 15 2008 has been entered. 

Specification 

2. The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: 

The specification fails to disclose the cap element being sized to provide a cross- 
section larger than the cross-section area of the coil or the zig-zag shape or the cross- 
section of the coil-shaped body member. Applicant's arguments in lines 20-24 of page 
13 regarding the cap element being shown to be sized larger than the cross-section 
area of the coil or the zig-zag shape or the cross-section of the coil-shaped body 
member are persuasive. However, there is no disclosure in the specification of this 
specific language. Therefore, it is suggested that the specification be amended to 
include this specific language with reference to the figures indicated by Applicant. 

The specification fails to disclose the cap element mating against the patient eye 
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outer surface (see claims 1 1 1 and 1 1 6). There is no disclosure of the cap element 
mating against the outer surface of the patient eye in the paragraphs cited by the 
Applicant or elsewhere in the specification. 

The specification also fails to disclose the body member being in contact with 
intravitreal fluid. Applicant's arguments in line 25 of page 14 to line 2 of page 15 have 
been considered but are not persuasive as there is only disclosure of the non-linear 
shape geometry of the body member or the coil shape of the device providing a large 
intravitreal surface area. There is no disclosure of the body member being in contact 
with intravitreal fluid. 

The specification fails to disclose the device being inserted through an incision 
smaller than the cross-section of the coil-shaped body member, the incision being 
smaller than the cross-section of the coil or zig-zag shaped body member, and the 
device being implantable within the patient eye through an incision smaller than the 
cross-section of the coil or zig-zag shaped body member. 

Claim Objections 

3. Claims 99-1 1 0, 1 1 6-1 20, 1 22-1 27, and 1 38 are objected to because of the 
following informalities: In claims 99 and 116, there appears to be a spelling error with 
the word "insicion". The dependency of claim 1 38 is unclear as it appears to be 
dependent from claim 7 which is a cancelled claim. 
Appropriate correction is required. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 68-91 , 93-97, 99-1 09, 1 1 1 -1 20, 1 22-1 27, 1 29, and 1 32-1 38 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over Weiner et al (U.S. Patent No. 
5,466,233) in view of Rosenman et al (U.S. Patent No. 6,478,776). 

Weiner et al disclose an implantable drug delivery device having a non-linear 
shaped body member (12) comprising a tube and that is implanted within a patient to 
deliver a drug substance to the patient via the body member and a cap element (16) 
(see Figure 1 ). The cap element is sized to provide a cross-section larger than the 
cross-section of the non-linear body member such that the cap element abuts an 
incision through which the device is inserted to stabilize the device. The device is 
insertable through an incision approximately the same size as the outer diameter of the 
tube forming the body member (see Figure 14). The tube has a cross-sectional 
diameter approximately equal to that of an incision through which the device is being 
inserted (see Figure 14). With respect to claims 69-71, the device body member 
comprises at least five deviations from a linear path as seen by the multiple surfaces of 
the body member. The cap element is seen to be capable of being in contact with a 
patient eye outer surface when the body member is inserted into the eye. The cap 
element mates the body member at a proximal end of the device as seen in Figure 1 . 
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The cap element is in contact with the body member. With respect to claim 76, Weiner 
et al disclose the device comprising a therapeutic agent for delivery to the patient during 
use of the device (line 33 of column 1 0 to line 27 of column 1 1 ). With respect to claims 
77 and 78, Weiner et al disclose the device body comprising a polymer that comprises a 
therapeutic substance that can be delivered to the patient eye (lines 28-67 of column 8). 
With respect to claims 83-86 and 100-102, Weiner et al disclose a method of treating a 
patient comprising delivering a delivery device comprising a non-linear shaped body 
member (12) comprising a tube having at least five deviations from a linear path and a 
cap element (16) at a proximal end, inserting the device into a patient's eye through an 
incision, the incision being approximately the same size as the outer diameter of the 
tube forming the body member, whereby the body member resides in the patient's eye 
and the cap element remains outside the incision through which the device is inserted 
and abuts the outer surface of the eye to stabilize the device, and allowing a therapeutic 
agent to be administered to the patient via the body member. The cap element is seen 
to remain outside of and abut the incision as seen in Figure 14 where the device of 
Figure 1 is inserted into a patient eye such that the body member resides in the patient 
eye. With respect to claim 89 and 105, see line 33 of column 10 to line 27 of column 
1 1 . With respect to claims 90, 91 , 106, and 107, the body member comprises a 
polymer and comprises a therapeutic substance that can be delivered to the patient eye 
(lines 28-67 of column 8). With respect to claim 108, the cap element is in contact with 
the outer surface of the patient eye. With respect to claim 109, the device is inserted by 
screwing the device into the eye. With respect to claim 116, Weiner et al disclose an 
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implantable ocular drug delivery device having a non-linear shaped body member (12) 
that is implanted within a patient eye during use of the device to deliver a drug 
substance to the patient eye via the body member and a cap element (16) (see Figure 
1 ). The cap element is sized to prevent the cap element from passing through an 
incision through which the device is inserted and the cap element is configured to mate 
against the patient eye outer surface while the body member is inserted to the eye. 
With respect to claim 117, the incision comprises a sclerotomy. With respect to claim 
1 1 8, the device is implanted in a minimally invasive surgical procedure. With respect to 
claims 1 1 9 and 1 20, the device is implanted at the pars plana and the body member is 
in contact with intravitreal fluid (lines 29-50 of column 5 and line 24 of column 1 4 to line 
5 of column 1 6). With respect to claims 1 22-1 27 and 1 32-1 37, see line 46 of column 8 
to line 52 of column 9 and line 65 of column 9 to line 32 of column 1 0. With respect to 
claim 138, the tube has a circular cross-section. 

Weiner et al disclose the implantable drug delivery device substantially as 
claimed. Even though Weiner et al disclose a non-linear shaped body member 
comprising a tube, Weiner et al are silent on the specifics of the tube of the body 
member comprising a coil or zig-zag shape or being wound into a coil shape. 
Rosenman et al disclose a delivery device having a non linear shaped body member 
(12) comprising a tube provided in a coil or zig-zag shape that is implanted within a 
patient and a cap element (56) which abuts an incision through which the device is 
inserted to stabilize the device (see Figures 18 and 19). The device is insertable 
through an incision approximately the same size as the outer diameter of the tube 
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forming the body member (see lines 62-67 of column 1 0 and lines 1 6-26 of column 1 1 ). 
The device body member comprises a helical shape or a substantially Z-shape as seen 
in Figures 18 and 19. Rosenman et al disclose implanting the device within the heart 
and other organs of the body which can include the eye (lines 8-28 of column 1 6). It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to provide the tube forming the body member of Weiner et al with a coil or 
zig-zag shape as taught by Rosenman et al as Rosenman et al disclose that it is well 
known to provide an implantable device with a coil or zig-zag shape so that the device 
can be properly positioned and maintained in the desired location in a patient's body. 
Since the device of Rosenman et al is insertable through an incision approximately the 
same size as the outer diameter of the tube forming the body member, providing the 
tube forming the body member of Weiner et al with a coil or zig-zag shape would result 
in the device of Weiner et al being insertable through an incision approximately the 
same size as the outer diameter of the tube forming the body member. 

As to claims 79-82, and 129, Weiner et al disclose the drug delivery device 
substantially as claimed. However, Weiner et al are silent on the specifics of the body 
member comprising a tube wound into a coil shape. Rosenman et al disclose an 
implantable drug delivery device having a body member (12) comprising a tube wound 
in a coil or shape as seen in Figures 18 and 19. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to provide the tube 
forming the body member of Weiner et al with a coil shape as taught by Rosenman et al 
as Rosenman et al disclose that it is well known to provide an implantable device with a 
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coil shape so that the device can be properly positioned and maintained in the desired 
location in a patient's body. Since the device of Rosenman et al is insertable through 
an incision approximately the same size as the outer diameter of the tube forming the 
body member, providing the tube forming the body member of Weiner et al with a coil 
or zig-zag shape would result in the device of Weiner et al being insertable through an 
incision approximately the same size as the outer diameter of the tube forming the body 
member. 

As to claims 93-97, 99-109, and 116, Weiner et al disclose the device and 
method substantially as claimed. However, Weiner et al are silent on the specifics of 
the body member being coil-shaped or zig-zag shaped where the device is inserted 
through an incision smaller than the cross-section of the coil-shaped body member. 
Rosenman et al disclose an implantable drug delivery device having a coil-shaped or 
zig-zag shaped body member as seen in Figures 18 and 19 where the device is 
inserted through an incision smaller than the cross-section of the coil-shaped or zig-zag 
shaped body member (see lines 62-67 of column 1 0 and lines 1 6-26 of column 1 1 ). 
The device body member comprises a helical shape or a substantially Z-shape as seen 
in Figures 18 and 19. It would have been obvious to one having ordinary skill in the art 
at the time the invention was made to provide the body member of Weiner et al with a 
coil shape or zig-zag shape as taught by Rosenman et al as Rosenman et al disclose 
that it is well known to provide an implantable device with a coil shape or zig-zag shape 
so that the device can be properly positioned and maintained in the desired location in a 
patient's body. Since the cap element of Weiner et al is sized to provide a cross-section 
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larger than the cross-section of the non-linear body member, providing the body 
member of Weiner et al with a coil shape would result in the cap element of Weiner et al 
being sized to provide a cross-section larger than the cross-section of the coil-shaped 
body member. 

6. Claims 92, 98, and 1 1 0 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Weiner et al in view of Rosenman et al as applied to claims 83, 93, 
and 99 above, and further in view of Johnson. Weiner et al and Rosenman et al 
disclose the method substantially as claimed. However, Weiner et al and Rosenman et 
al are silent on the specifics of the device comprising a shape memory material. 
Johnson discloses an implantable drug delivery device with a non-linear body member 
that can be made of nitinol, a very well known shape memory alloy of nickel-titanium 
(lines 39-56 of column 2). It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to modify the device of Weiner et al and 
Rosenman et al to make the device of a shape memory material as taught by Johnson 
as Johnson teaches that it is well known to make an implantable device from a shape 
memory material to provide a bio-compatible and strong device. 



Response to Arguments 

7. Applicant's arguments with respect to claims 68-1 20, 1 22-1 27, 1 29, and 1 32-1 35 
have been considered but are moot in view of the new ground(s) of rejection. 

8. Upon further review, the objection to the oath and declaration as being defective 
is withdrawn and, therefore, a new oath or declaration is not required. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BHISMA MEHTA whose telephone number is (571)272- 
3383. The examiner can normally be reached on Monday through Friday, 7:30 am to 
3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on 571-272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bhisma Mehta/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



